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DEPARTMENT  OF  JUSTICE 
Bureau  of  Prisons 
28  CFR  Part  512 

Control,  Custody,  Care,  Treatment  and 
Instruction  of  Inmates 

agency:  Bureau  of  Prisons,  Justice. 
ACTION:  Final  rule. 

SUMMARY:  This  document  contains  a 
final  rule  relating  to  the  control,  custody, 
care,  treatment,  and  instruction  of 
inmates.  Included  is  the  Hnal  rule  on 
Research.  The  rule  requires  that  a 
prospective  researcher  obtain  approval 
from  the  Director,  Bureau  of  Prisons 
prior  to  conducting  research  within  the 
Bureau  of  Prisons.  A  research  project 
must  present  no  more  than  minimal  risk 
to  the  subject,  and  must  respect  the 
rights,  health,  and  human  dignity  of  the 
individuals  involved.  This  document  is 
intended  to  provide  the  public  with 
notice  of  the  rule  in  this  area,  not  just 
changes  from  prior  policy. 

EFFECTIVE  DATE:  November  1, 1981. 
address:  Office  of  General  Counsel, 
Bureau  of  Prisons,  Room  760,  320 1st 
Street,  N.W.,  Washington,  D.C.  20534. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mike  Pearlman,  Office  of  General 
Counsel,  Bureau  of  Prisons,  phone  202/ 
724/3062. 

SUPPLEMENTARY  INFORMATION:  In  this 
document  the  Bureau  of  Prisons  is 
publishing  its  final  rule  on  Research. 

This  subject  was  published  in  the 
Federal  Register  as  a  proposed  rule 
January  12, 1979  (at  44  FR  2979  et  seq.). 
Interested  persons  were  invited  to 
submit  comments  on  the  proposed  rule 
and  public  comments  were  received 
from  various  sources.  On  the  basis  of 
these  comments  and  internal  staff 
review  of  Bureau  policies,  some  changes 
have  been  made.  Members  of  the  public 
may  submit  further  comments 
concerning  this  rule  by  writing  the 
previously  cited  address.  These 
comments  will  be  considered  but  will 
receive  no  further  response  in  the 
Federal  Register. 

The  Bureau  of  Prisons  has  determined 
that  this  is  not  a  major  rule  for  the 
purpose  of  EO 12291.  The  Bureau  of 
Prisons  has  determined  that  EO  12291 
does  not  apply  to  this  set  of  rulemaking 
since  the  rule  involves  agency 
management.  After  review  of  the  law 
and  regulations,  the  Director,  Bureau  of 
Prisons  has  certified  that  this  rule,  for 
the  purpose  of  the  Regulatory  Flexibility 
Act  (Pub.  L.  96-354),  does  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities. 


Summary  of  Changes/Comments 

1.  Section  512.10— The  final  rule  is 
revised  to  clearly  state  that  prospective 
researchers  must  obtain  approval  prior 
to  conducting  research  within  the 
Bureau  of  Prisons. 

2.  Section  512.11 — Section  512.11(aJ  is 
expanded  to  recognize  that  program 
audits  undertaken  by  employees  for 
administrative  purposes  only  are  not 
defined  as  research  projects.  Section 
512.11(d)(2)  is  new  and  adds  as 
examples  of  non-routine  proposals 
research  conducted  at  the  Regional 
Office  or  at  two  or  more  institutions 
within  the  same  region.  Proposed 

§  512.11(d)(2)-(d)(6)  becomes  final 
§  512.11(d){3)-(d){7).  New  subsections 
(d)(3)  and  (d)(4)  add  the  language  “at 
least  two”  as  a  characteristic  of  non¬ 
routine  proposals.  The  word 
“Governmental”  is  added  to  final 
§  512.11(d)(4).  Final  §  512.11(d)(7)  adds 
the  word  “and”  in  recognition  that  both 
financial  and  staff  support  may  be 
required.  Section  512.11(f)  is  expanded 
to  acknowledge  that  a  researcher  must 
meet  the  qualifications  of  §  512.12. 
Section  512.11(g)  is  reworded  but  there 
is  no  change  in  substance.  Section 
512.11(h)  is  new  and  adopts  a  suggestion 
that  the  Bureau  rule  incorporate  the 
Department  of  Health  and  Human 
Services  (formerly  HEW)  definition  of 
“minimal  risk". 

A  comment  objected  to  §  512.11(d)(5), 
that  research  projects  may  involve 
“follow-up”  of  an  inmate  after  release 
from  conHuement.  This  is  true,  and  is 
considered  necessary,  since  such  follow¬ 
up  is  often  essential  to  learn  of  the 
project’s  effectiveness. 

3.  SecUon  512.12— Section  512.12(b) 
substitutes  the  word  "project”  for 
“research”.  Reference  to  Part  549, 
Subpart  E  is  deleted  from  final 

§  512.12(c).  Section  512.12(d)  is  new  and 
states  that  the  project  must  present  no 
more  than  “minimal  risk”,  and  requires 
that  the  rights,  health,  and  human 
dignity  of  individuals  be  respected. 
Proposed  §  512.12(d)-(h)  becomes  final 
§  512.12(e)-(i).  Final  §  512.12(g)  deletes 
the  proposed  rule  language  of  “other 
than  Bureau  of  Prisons  research 
personnel”,  as  only  people  involved  in 
the  research  study  may  have  access  to 
this  information. 

We  disagree  with  a  comment  that  “the 
qualifications  of  a  researcher  noted  in 
§  512.12(d)  (proposed)  is  left  undefined”. 
The  rule  on  research  specifies  controls 
on  both  projects  and  researchers. 
Subsection  (d),  now  final  subsection  (e), 
is  one  aspect  of  the  rule,  and  clearly 
states  the  expectation  that  the 
researcher  have  academic  preparation 
or  expertise  in  the  area  of  the  proposed 


research.  A  comment  on  proposed 
§  512.12(e),  now  final  subsection  (f),  that 
the  rule  should  specify  the  Bureau’s 
liability  for  any  person  participating  in  a 
research  project  fails  to  recognize  that 
the  rule  refers  only  to  responsibility  of 
the  researcher,  not  to  the  responsibility 
or  liability  of  the  Bureau  of  Faisons.  That 
is  a  separate  issue  and  we  do  not  agree 
that  the  Bureau  of  Prisons  would  be 
liable  in  all  such  instances. 

4.  Section  512.13 — Subsection  (a) 
identifies  the  term  “subjects”  to  include 
both  stafi  and  inmates.  'The  Bureau 
agrees  with  a  comment  that  the 
researcher  be  required  to  provide  further 
information  on  possible  risks  and 
discomforts.  To  this  end,  subsection  (b) 
now  requires  that  the  researcher  include 
a  detailed  description  of  all  possible 
risks  and  discomforts  and  the  likelihood 
of  such  occurring. 

A  commenter  misreads  §  512.13  as 
aothorizing  the  Warden  to  approve 
research  projects.  Section  512.14  clearly 
states  that  only  the  Director  may 
approve  a  research  project. 

5.  Section  512.14 — ^The  first  paragraph 
of  §  512.14  is  new.  This  paragraph 
provides  further  information  on  the 
processing  of  research  proposals.  The 
rule  specifies  that  research  proposals 
must  be  reviewed  by  at  least  one 
research  committee,  except  as  provided 
in  new  §  512.14(d),  at  either  the 
institutional.  Regional  Office,  or  Central 
Office  level. 

A  commenter  who  favored  a  “review 
board”  (committee)  suggested  that  the 
committee  review  various  aspects  of  the 
proposal,  including  the  risk  involved,  the 
scientific  merit/necessity  of  the 
research,  the  procedures  for  selecting 
subjects,  and  the  qualifications  of  the 
researchers.  Section  512.13,  Content  of 
Research  Proposal,  is  believed  to 
.adequately  address  these  concerns.  The 
commenter  also  suggested  that 
committee  membership  include  persons 
with  no  association  with  the  Bureau  of 
Prisons,  a  prisoner  or  prisoner  rights 
advocate,  and  a  person  qualified  to 
assess  the  scientific  merit  of,  and  need 
for  the  research.  The  commenter 
referenced  Health  and  Human  Services 
(HHS)  guidelines  on  research.  While  the 
Bureau’s  internal  stafi  instructions 
provide  for  such  individuals  to  sit  on  a 
research  committee,  this  procedure  is 
not  necessary  for  all  research  proposals, 
nor  do  HHS  guidelines  always  require 
full  committee  review.  Bureau  policy 
prohibits  any  research  that  poses 
greater  than  minimal  risk.  Further,  and 
contrary  to  the  apparent  thrust  of  a 
comment,  the  institution  (or  Regional 
Office)  may  not  approve  any  research 
proposal.  The  reviewing  committee  at 
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the  institution  and/or  Regional  Office 
level  is  not  a  decision-making  body,  but 
is  to  make  recommendations  on  the 
merits  of  the  research  proposal,  in 
accordance  with  the  Bureau’s  rule  on 
research.  Hie  Director  of  Research, 
Central  Office,  reviews  research 
proposals  and  any  recommendations 
prior  to  submission  to  the  Director, 
Bureau  of  Prisons.  Only  the  Director, 
Bureau  of  Prisons  may  approve  a 
research  proposal 

Proposed  §  S12.14(a]  is  deleted. 
Proposed  S  S12.14(a)(l)  becomes  final 
§  512.14(a)  and  specifies  that  routine 
proposals  be  first  submitted  to  the 
research  committee  at  the  institutional 
level.  New  subsections  (a)(lH3)(3} 
identify  the  responsibility  of  the 
Warden,  Regional  Director,  and  Director 
of  Research,  Central  Office,  in  respect  to 
routine  research  proposals.  Proposed 
§  512.14(a)(2)  is  incorporated  into  final 
§  512.14(b)  and  (c)  wUch  expands  the 
procedure  for  submitting  and  processing 
non-routine  proposeds.  As  revised,  non¬ 
routine  proposals  for  research 
conducted  at  a  regional  office  or  at  two 
or  more  institutions  within  the  same 
region  are  first  submitted  to  the 
appropriate  Regional  Director,  who  will 
determine  a  review  process.  All  other 
non-routine  proposals  are  first 
submitted  to  the  Director  of  Research, 
Central  Office. 

Final  §  512.14(d)  is  new.  It  authorizes 
the  Director  of  Research,  Central  Office 
to  make  a  recommendation  on  a 
research  project  under  an  expedited 
review  process.  This  subsection  requires 
that  the  project  be  determined  to  meet 
the  minimal  risk  standard,  that  it  neither 
manipulate  the  subject’s  behavior  nor 
involve  unusual  stress  to  the  subject, 
that  it  does  not  involve  a  medical 
procedure,  and  that  it  is  not  of  a 
sensitive  nature.  Hiis  provision  adopts 
the  intent  of  a  recent  rule  (see  46  FR 
8389, 8392)  of  the  Department  of  Health 
and  Human  Services,  and  should  allow 
an  opportunity  for  a  more  efficient 
disposition  of  select  proposals.  While  a 
committee  may  not  formally  review 
these  proposals,  internal  instructions  do 
provide  that  the  Director  of  Research 
keep  members  of  the  Central  Office 
Research  Committee  apprised  of 
proposals  considered  under  the 
expedited  process. 

Proposed  S  512.14(b).  now  final 
§  512.14(e),  is  expand^  to  provide  that 
the  authority  to  approve  or  disapprove  a 
research  project  may  not  be  delegated. 
Proposed  §  512.14(c),  now  final 
i  512.14(f),  is  revised  to  require  that  the 
Director,  Bureau  of  Prisons  notify,  in 
writing,  the  involved  in8titution(s). 
region(s),  and  prospective  researcher  of 


the  final  deciMon.  Internal  instructions 
to  staff  provide  a  suggested  time  frame 
for  reviewing  research  proposals  at  each 
level  (three  weeks  at  the  institution,  two 
weeks  at  the  Regional  Office,  and  four 
weeks  at  the  Central  Office).  Proposed 
§  512.14(d),  now  final  §  512.14(g),  is 
rewritten  and  states  that  staff  response, 
either  for  approval  or  disapproval  to  a 
preliminary  proposal  does  not  constitute 
a  final  decision.  Deleted  is  the  more 
restrictive  proposed  language  stating 
that  approval  of  a  preliminary  proposal 
does  not  constitute  an  authorization  to 
conduct  the  research. 

6.  Section  512.15 — ^Proposed  §  512.19, 
now  final  §  512.15,  is  reworded.  The 
intent  is  not  changed. 

7.  Section  512.16 — Proposed  §  512.18, 
now  final  §  512.16,  is  reworded,  although 
the  intent  is  unchanged.  Comments  both 
supported  and  opposed  the  rule.  Those 
opposed  included  one  person  who 
favored  allowing  an  inmate  to  receive  a 
mutually  agreeable  sum  of  money,  and 
another  who  favored  a  more  flexible 
strategy  for  Incentives.  A  second 
commenter  was  concerned  that  the 
prohibition  on  incentives  would  prevent 
the  conduct  of  “important  and  badly 
needed”  correctional  research.  The 
Bureau  of  Prisons  does  not  now  believe 
it  is  wise  to  provide  any  incentives  other 
than  soft  drinks  and  snacks  given  at  the 
test  setting.  Participation  in  a  research 
project  is  voluntary,  and  is  not  to  be 
based  on  incentives.  As  written,  the 
Bureau  rule  meets  the  intent  of  a  Health 
and  Human  Services  stipulation  that 
incentives  not  be  of  such  a  magnitude  as 
to  affect  the  inmate’s  ability  to  clearly 
consider  other  aspects  of  the  research. 

8.  Section  512.17— The  final  rule 
restates  that  the  term  “employees” 
includes  “consultants”.  To  meet  the 
thrust  of  a  comment,  final  §  512.17(a) 
inserts  the  limiting  language  “who  are 
conducting  authorized  research 
projects.”  This  language,  and  the 
deletion  of  the  phrase  “other  than 
Bureau  of  Prisons  research  personnel” 
from  §  512.12(g)  ensures  that  research 
information  is  controlled.  We  agree,  and 
believe  provisions  of  the  rule  prohibit  a 
researcher  from  revealing  the  identity  of 
particular  researdi  subjects  without 
consent  of  those  persons.  The  revision 
to  §  512.17(a)  deletes  the  need  to  adopt  a 
suggestion  that  the  informed  consent 
statement  be  revised  to  state  that 
information  gathered  about  inmates  in 
the  course  of  the  research  is  available  to 
employees  without  the  inmate's  consent 
It  is  not  the  Bureau’s  intent  to  make  this 
information  available  to  all  employees. 

It  is  to  be  available  only  to  those 
involved  in  the  authorized  research 


project.  The  need  for  confidentiality  of 
research  records  is  recognized. 

We  disagree  with  a  comment  that 
objects  to  any  research  pertaining  to 
information  not  available  “to  the  public 
under  the  Freedom  of  Information  or 
Privacy  Act”.  Such  a  statement 
unnecessarily  limits  the  conduct  of 
research  in  worthwhile  areas.  Nor  do  we 
agree  that  any  inmate  involved  “in 
research  should  have  access  to  records 
which  pertain  to  himself/herself  and 
such  research  matters.”  The  informed 
consent  statement  signed  by  the  subject 
advises  the  subject  that  participation  is 
voluntary.  If  at  any  time  the  subject  is 
unaUe  to  receive  desired  information  on 
the  research  project,  the  subject  may 
elect  to  discontinue  involvement  in  the 
research  project  without  penalty  or 
prejudice.  S^tion  512.12ffi)  also  requires 
that  the  researcher  agree  to  adhere  to 
the  applicable  provisions  of  the  Privacy 
Act  and  regulations  pursuant  to  this  Act. 

9.  Section  512.18— 4*roposed  $512.16 
becomes  final  $  512.18.  Proposed 
§  512.16(b)  becomes  final  $512.18(a).  The 
final  rule  requires  the  informed  consent 
statement  be  in  writing.  Internal 
instructions  adopt,  at  least  in  part,  a 
suggestion  that  die  consent  process  be 
composed  of  both  an  oral  and  written 
component  While  both  provisions  are 
not  mandated,  internal  instructions 
require  that  where  a  language  or  literacy 
problem  prevents  a  person  fiom 
understanding  the  i^ormed  consent 
statement  the  statement  must  be  read 
and  explained  to  the  subject  Hie 
statement  itself  clearly  meets  other 
concerns  of  the  commenter  diat  the 
person  be  aware  of  the  opportunity  to 
answer  questions  and  that  participation 
is  voluntary. 

In  $  512.18(a)  the  word  “project”  is 
substituted  for  “activity”.  Based  on  this, 
the  word  “activity”  is  deleted  from 
§512.18(a)(l).  Proposed  S  512.16(a)  is 
now  reflect^  in  final  $  512.18(a)(1).  The 
final  rule  adds  the  phrase  “wiffiout 
penalty  or  prejudice”.  Section 
512.18(a)(2)  is  new  and  adopts  a 
comment  that  the  rule  specify  that 
participation  in  the  research  project  has 
no  effect  on  the  participant’s  release 
date  and  parole  eligibility.  We  see  no 
merit  to  a  suggestion  that  the  rule 
specify  that  the  U.S.  Parole  Commission 
not  be  informed  of  the  inmate’s 
involvement  in  any  research  program. 
No  such  notification  is  ordin^y  made: 
however,  occasions  might  exist;  for 
example,  an  alleged  injury  incurred  as 
part  of  the  reseat  participation,  which 
would  warrant  reference  in  the  inmate’s 
file.  We  would  note  that  the  Parole 
Commission’s  presumptive  parole 
concept  does  not  ordinarily  consider  an 
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inmate’s  institutional  stay  in 
determining  a  release  date.  Proposed 
§  512.16(b)(2Hb)(6)  becomes  final 
§  512.18(a)(3Ha)(7).  Final  §  512.18(aK8) 
is  new  and  adopts  a  suggestion  that  the 
informed  consent  statement  give  a 
statement  of  beneHts  reasonably  to  be 
expected.  Proposed  §  512.16{b)(7)-(b)(9) 
becomes  final  §  512.18(a){9Haj(ll). 

Final  §  512.18(a)(10]  substitutes  the 
phrase  “questions  about  the  research 
project”  for  “any  questions  about 
procedures”.  Final  §  512.18(a)(ll) 
clariHes  the  proposed  rule  by  specifying 
that  the  researcher  provide  “additional 
information  as  needed  to  describe 
adequately  the  nature  and  risks  of  the 
research”.  We  see  no  need  for  the 
informed  consent  statement  to  state  that 
an  inmate  may  not  receive  financial 
remuneration  for  participation  in  a 
research  project.  Section  512.16  clearly 
expresses  this  intent. 

Proposed  §  512.16(c)  is  reworded  and 
becomes  Hnal  §  512.18(b).  Proposed 
§  512.16(e)  and  (e)(1)  are  reworded  and 
become  final  §  512.18(c)  and  (c)(1). 
Section  512.18(c)(2)  authorizes  the 
Director  of  Research,  Central  Office,  to 
require  a  signed  statement  of  informed 
consent  upon  a  determination  that  the 
research  project  or  data  collection 
instrument  is  of  a  sensitive  nature. 
Deleted  is  the  i^ase  “if  a  record  is 
prepared  from  which  a  subject  is 
identiHable”  (proposed  §  512.16(e)(2)). 
The  final  rule  ensures  that  an 
appropriate  reviewing  official  assesses 
the  need  for  a  signed  statement  of 
informed  consent.  Proposed  §  512.16(d), 
now  final  §  512.18(d),  is  expanded  to 
require  that  the  individual’s  signed 
statement  of  consent  be  submitted  to  the 
appropriate  research  committee. 

Commenters  objected  to  provisions 
authorizing  different  procedures  for 
employees  than  non-employees  in 
reference  to  when  a  signed  informed 
consent  statement  is  required.  The 
commenters  favored  the  same 
requirements  applying  to  both.  Another 
comment  favored  the  requirement  that  a 
signed  consent  be  required  only  if  the 
research  involves  more  than  minimal 
risk.  The  Bureau  considers  its  present 
policy,  as  revised,  sufficient.  The 
determination  of  whether  a' proposal 
entails  more  than  a  minimal  risk  is 
highly  subjective,  dependent  on  the 
situation  and  who  makes  the 
determination.  'The  different  standards 
for  employees  as  opposed  to  non¬ 
employees  acknowledges  that  the 
agency  exerts  a  lesser  span  of  control 
over  non-employees  and  the 
appropriateness  of  holding  non¬ 
employees  to  a  higher  standard  of 
documentation. 


A  commenter  suggested  that  the 
informed  consent  statement  differentiate 
between  different  types  of  research,  for 
example,  between  medical  and 
psychological  research.  The  commenter 
suggests  that  having  to  describe  the 
purpose  of  a  questionnaire  may  negate 
its  research  value  and  that  virtually  no 
risk  is  entailed  in  administering  a 
questionnaire.  While  the  Bureau  might 
agree  there  is  a  difference  between 
types  of  research,  we  disagree  with  the 
view  that  the  informed  consent 
statement  be  modified.  The  individual 
subject  has  a  right,  regardless  of  the 
nature  of  research,  to  be  informed  of  any 
research  in  which  the  individual  is  a 
direct  participant. 

We  disagree  with  a  comment  that  a 
signed  statement  of  consent  always  be 
obtained.  The  rule  requires  the 
researcher  to  give  a  participant  a 
written  informed  consent  statement  and 
proceeds  to  specify  when  this  must  be 
signed.  It  is  not  always  necessary  to 
have  the  signed  statement,  for  example, 
where  the  research  is  limited  to 
responding  to  a  questionnaire.  The  same 
commenter  advocates  that  the  informed 
consent  statement  contain  an  entry  that 
the  inmate  waives  no  rights  to  seek 
redress  for  a  potential  tort  inflicted  upon 
him  as  a  result  of  the  subject’s 
association  with  the  research.  Such  an 
entry  is  not  necessary,  as  the  Bureau 
policy  on  tort  claims  clearly  states  when 
a  tort  claim  may  be  filed. 

10.  Section  512.19 — ^Proposed  §  512.15, 
now  final  §  512.19,  is  retitled 
“Monitoring  Approved  Research 
Projects”.  Final  §  512.19(a)  clarifies  the 
proposed  rule  procedure  for  obtaining 
approval  of  any  major  methodological 
changes.  The  rule  requires  the 
researcher  to  notify  ffie  appropriate 
research  committee  of  all  planned 
methodological  changes.  When  this 
committee  determines  the  change  is 
significant,  the  committee  will  be 
responsible  for  obtaining  written 
approval  of  the  Director  of  Research, 
Central  Office  prior  to  authorizing 
implementation  of  the  change.  Final 
§  512.19  (b)  and  (c)  expands  proposed 
§  512.15  (b)  and  (c)  by  identifying 
committees  responsible  for  monitoring 
approved  research  projects  and  for 
specifying  who  is  to  be  notified  of 
violations.  Inasmuch  as  the  Bureau  of 
Prisons  only  authorizes  research  that 
poses  a  minimal  risk,  there  is  no 
significant  need  to  require,  as  suggested 
by  a  comment,  that  the  monitoring 
.  committee  have  a  specific  composition 
and  expertise.  If  the  reviewing 
committee  has  questions  or  concerns, 
that  committee  may  refer  the  issue  to 
the  Regional  or  Central  Office  for  their 


review.  Proposed  §  512.15(d),  now  final 
§  512.19(d),  identifies  to  whom  the 
phrase  “prove  detrimental”  applies — “to 
the  inmate  population,  to  the  staff,  or  to 
the  orderly  operation  of  the  institution”. 

We  disagree  with  a  comment  that 
“monitoring  of  any  research  project 
should  be  made  under  the  supervision  of 
the  Chief  Judge  of  the  U3.  District 
Court’s  designee  as  same  may  violate 
Rule  30(A)  Federal  Rules  of  Civil 
Procedure”.  Rule  30(a)  refers  to  an 
inmate  deposition  for  use  in  court. 

Section  512.19  is  imrelated  to  such 
involvement  but  discusses  monitoring  of 
research  and  the  authority  of  the 
Director,  Bureau  of  Prisons  to  suspend 
or  terminate  a  research  project.  Projects 
are  monitored  through  a  research 
committee,  to  ensure  that  interests  are 
represented  and  that  no  “substantial 
rights”  of  the  inmate  are  infiinged. 

11.  Section  512.20 — ^The  final  rule 
requires  the  researcher  to  provide  the 
Director  of  Research,  at  least  once  a 
year,  with  an  original  and  five  copies  of 
a  report  on  the  progress  of  the  research. 
The  proposed  rule  required  submission 
of  this  report,  but  did  not  specify  the 
number  of  copies.  These  copies  ensure 
that  participating  areas  are  kept 
officially  informed  of  the  status  of  the 
research.  In  a  similar  respect  the  final 
rule  requires  copies  of  the  report  of 
findings  also  be  provided  to  the 
Regional  Research  Administrator  and 
the  chairperson(s)  of  research 
committees  at  institutions  which 
provided  data  or  assistance. 

We  consider  as  impractical  a 
suggestion  that  the  researcher  provide 
each  subject  with  a  report  of  findings.  If 
a  participant  wishes  a  copy  of  the 
report,  a  request  may  be  made  directly 
to  the  researcher  or  filed  under  the 
Freedom  of  Information  Act 

We  do  not  agree  with  a  suggestion 
that  the  researcher  file  immediate 
reports  if  a  research  study  results  in  any 
injury  to  a  subject,  as  the  phrase  “any 
injury”  is  overbroad.  It  is  expected  that 
any  significant  injury  will  be  reported,  if 
not  by  the  researcher,  certainly  by  the 
injured  person. 

12.  Section  512.21— Section  512.211a) 
and  (a)(1)  is  reworded.  Final  {  512.21(b) 
requires  the  researcher  to  provide  six 
copies,  as  opposed  to  “a  copy”,  of  the 
material  accepted  for  publication  to  the 
Director  of  Research.  The  final  rule 
adopts  a  comment  that  the  phrase  “for 
informational  purposes  only”  be 
inserted  to  clearly  express  the  purpose 
for  submission. 

13.  Section  512.22— Final  S  512.22(a) 
restates  (from  §  512.11(b))  that  a 
consultant  is  considered  an  employee 
within  the  scope  of  this  rule.  In  response 
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to  comment,  the  Bureau  is  aware  that 
scientific  journals  (not  the  researcher) 
hold  the  copyright  when  an  article  is 
published.  To  this  end,  the  internal  form 
signed  by  the  researcher  is  limited  to 
documents  which  the  researcher 
copyrights.  The  stipulation  that 
employees  may  not  copyright  a  work 
prepared  as  part  of  his  or  her  official 
duties  is  a  requirement  mandated  by  17 
U.S.C.  105,  not  by  the  Bureau  of  Prisons. 
The  Bureau's  rule  is  not  intended  to 
prohibit  an  employee  from 
disseminating  information. 

Conclusion 

Accordingly,  pursuant  to  the 
rulemaking  authority  vested  in  the 
Attorney  General  in  5  USC  552(a]  and 
delegated  to  the  Director  of  the  Bureau 
of  Prisons  in  28  CFR  0.96  (t),  28  CFR 
Chapter  V  is  amended  as  set  forth.  The 
effective  date  of  these  rules  is 
November  1, 1981. 

Dated:  September  22, 1981. 

Norman  A.  Carison, 

Director,  Bureau  of  Prisons. 

1.  Subchapter  A  is  amended  by  adding 
a  new  Part  512  to  read  as  follows: 

PART  512->RESEARCH 
Subpart  A— {Reserved] 

Subpart  B — Research 

Sec. 

512.10  Purpose  and  scope. 

512.11  De^itions. 

512.12  Requirements  for  research  projects 
and  researchers. 

512.13  Content  of  research  proposal 

512.14  Processing  of  proposals. 

512.15  Institution  rules. 

512.16  Incentives. 

512.17  Access  to  Bureau  of  Prisons  records. 

512.18  Informed  consent 

512.19  Monitoring  approved  research 
projects. 

512.20  Reports. 

512.21  Publication  of  results  of  research 
project. 

512.22  Copyright  provisions. 

Authority:  5  U.S.C.  301;  18  U.S.C.  4001, 4042, 
4061,  4082,  5006-5024.  5039;  28  U.S.C.  509,  510; 
28  CFR  0.95-0.99. 

Subpart  A— (Reserved] 

Subpart  B — Research 

§  512.10  Purpose  and  scope. 

Prospective  researchers  must  obtain 
approval  as  outlined  in  this  rule  before 
conducting  research  within  the  Bureau 
of  Prisons.  An  individual  who  wishes  to 
conduct  a  research  project  within  the 
Bureau  of  Prisons  shall  submit  a  request 
to  the  Bureau  providing  specified 
information  on  the  proposed  research 
project.  The  Bureau  of  Prisons  shall 
consider  requests  for  authorization  of 


routine  and  non-routine  proposals  as 
described  in  §  512.11(d)  and  (e). 

§512.11  Definitions. 

(a)  For  the  purpose  of  this  rule,  a 
research  project  is  the  systematic 
collection  of  information  about  or  from 
former  or  present  inmates  or  employees, 
analysis  of  the  information,  and 
preparation  of  a  report  of  findings. 
Routine  statistical  tabulations  and 
program  audits  undertaken  by 
employees  for  administrative  purposes 
only  are  not  defined  as  research 
projects. 

(b)  For  the  purpose  of  this  rule,  an 
employee  is  a  member  of  the  staff  of  the 
Bureau  of  Prisons  or  a  consultant  under 
contract  to  the  Bureau  of  Prisons  who 
performs  duties  in  furtherance  of  an 
agency  function  under  supervision 
provided  by  the  Bureau. 

(c)  For  the  purpose  of  this  rule,  a  non- 
empldyee  is  any  person  not  defined  as 
an  employee  under  §  512.11(b). 

(d)  A  non-routine  proposed  has  one  or 
more  of  the  following  characteristics. 

(1)  The  proposed  research  will  be 
conducted  at  the  Central  Office. 

(2)  The  proposed  research  will  be 
conducted  at  the  Regional  Office  or  at 
two  or  more  institutions  within  the  same 
region. 

(3)  Execution  of  the  proposed  research 
requires  coordination  between  at  least 
two  regions  of  the  Burearu  of  Prisons. 

(4)  locution  of  the  proposed  research 
requires  coordination  between  at  least 
two  divisions  within  a  Governmental 
Department  or  between  at  least  two 
Departments  of  the  Federal 
Government. 

(5)  The  proposal  raises  major  issues  of 
research  policy. 

(6)  The  proposed  research  involves 
follow-up  of  an  inmate  after  release 
from  confinement. 

(7)  Execution  of  the  proposed  research 
requires  sizeable  financial  and/or  staff 
support  from  the  Bureau  of  Prisons. 

(e)  A  routine  proposal  has  none  of  the 
special  characteristics  which  define  a 
non-routine  proposal 

(f)  A  researcher  is  a  person  who  has 
met  the  qualifications  of  §  512.12  and 
has  received  written  approval  from  the 
Director,  Bureau  of  Prisons,  to  conduct  a 
research  project  within  the  Bureau  of 
Prisons. 

(g)  A  subject  is  a  current  or  former 
inmate  or  employee  of  the  Bureau  of 
Prisons  about  or  from  whom  a 
researcher  collects  information  during 
the  conduct  of  a  research  project 
authorized  under  this  rule. 

(h)  “Minimal  risk”  as  defined  by  U.S. 
Department  of  Health  and  Human 
Services  (see  45  CFR  46)  means  that  the 
risks  of  harm  anticipated  in  the 


proposed  research  are  not  greater, 
considering  probability  and  magnitude, 
than  those  ordinarily  encountered  in 
daily  life  or  during  the  performance  of 
routine  physical  or  pyschological 
examinations  or  tests. 

§512.12  Requirements  for  research 
projects  and  researchers. 

The  Director.  Bureau  of  Prisons,  may 
authorize  a  researcher  to  conduct  a 
research  project,  subject  to  the  following 
conditions: 

(a)  The  project  has  an  adequate 
research  design. 

(b)  The  project  will  contribute  to  the 
advancement  of  knowledge  about 
corrections. 

(c)  The  project  is  consistent  with  the 
Bureau  of  Prisons*  rule  on  Medical 
Experimentation  and  Pharmaceutical 
Testing. 

(d)  The  project  must  present  no  more 
than  minimal  risk,  as  defined  in 

§  512.11(h).  to  the  subject.  The  rights, 
health  and  human  dignity  of  individuals 
involved  will  be  respected. 

(e)  The  researcher  has  academic 
preparation  or  experience  in  the  area  of 
study  of  the  proposed  research. 

(f)  The  researdier  assumes  . 
responsibility  for  actions  of  a  non¬ 
employee  engaged  to  participate  in  the 
research  project. 

(g)  The  researcher  agrees  not  to 
provide  research  information  which 
identifies  a  subject  to  any  person 
without  that  subject's  prior  written 
consent  to  release  the  information. 

(h)  The  researcher  agrees  to  adhere  to 
applicable  provisions  of  the  Privacy  Act 
of  1974  and  regulations  pursuant  to  this 
Act 

(i)  The  researcher  who  is  a  non- 
employee  shall  sign  a  statement  in 
which  the  researcher  agrees  to  adhere  to 
the  provisions  of  this  rule. 

§  512.13  Content  of  research  proposal 

In  submitting  the  research  proposal 
the  applicant  shall  provide  the  following 
information: 

(a)  Summary  statement  which 
indudes  the  name(s)  and  vitae  of  the 
researcher(s):  the  Utle  of  the  project:  an 
abstract  of  the  project;  duration  of  the 
project;  number  of  subjects  (stafll/ 
inmate)  required,  induding  amount  of 
time  requir^  bom  each;  and  an 
indication  of  risk  or  discomfort  involved 
as  a  result  of  partidpation. 

(b)  Comprehensive  statement  which 
indudes  a  detailed  description  of  all 
possible  risks  and  discomforts  and  a 
discussion  of  the  likelihood  that  these 
risks  and  discomforts  will  actually 
occur,  information  on  the  purpose  of  the 
study;  methodology  to  be  employed; 
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anticipated  results;  their  significance 
and  perceived  benefits;  resources  to  be 
utilized;  indication  of  whether  Bureau  of 
Prisons  participation  and  cooperation 
are  needed  after  completion  of  project; 
and  appendices  of  all  relevant  research 
materials. 

§  512.14  Processing  of  proposals. 

Except  as  specified  in  paragraph  (d)  of 
this  section,  all  research  proposals  will 
be  reviewed  by  at  least  one  Research 
Committee  at  either  the  institutional. 
Regional  Office,  or  Central  Office  level. 

(a)  Routine  proposals  are  first 
submitted  to  the  Research  Committee  at 
the  institutional  level. 

(1)  The  Warden  shall  review  the 
reconunendations  of  the  Research 
Committee,  and  shall  submit 
institutional  recommendations  in  writing 
to  the  appropriate  Regional  Director. 

(2)  The  Regional  Director  shall  review 
the  recommendations  submitted  by  the 
institution  and  shall,  in  turn,  submit 
recommendations  of  the  Regional  Office 
in  writing  to  the  Director  of  Research  in 
the  Central  Office. 

(3)  The  Director  of  Research  will 
coordinate  materials  for  review  by  the 
Director  of  the  Bureau  of  Prisons. 

(b)  Except  as  specified  in  paragraph 

(c)  of  this  section,  non-routine  proposals 
are  first  submitted  to  the  Director  of 
Research,  Central  Office.  The  Director 
of  Research  shall  determine  a  review 
process,  to  include,  at  a  minimum, 
review  by  at  least  one  appropriate 
Research  Committee.  The  Director  of 
Research  shall  review  Research 
Committee  and  other  recommendations 
made  and  shall  submit  them  in  writing 
to  the  Director,  Bureau  of  Prisons. 

(c)  Non-routine  proposals  for  research 
conducted  at  a  Regional  Office  or  at  two 
or  more  institutions  within  the  same 
region  are  first  submitted  to  the 
appropriate  Regional  Director.  The 
Regional  Director  or  designee  shall 
determine  a  review  process,  to  include, 
at  a  minimum,  review  by  a  Research 
Committee  and  the  Regional  Research 
Administrator.  The  Regional  Director 
shall  review  recommendations 
submitted  and,  in  turn,  shall  submit  the 
recommendations  of  the  Regional  Office 
to  the  Director  of  Research,  Central 
Office.  The  Director  of  Research  shall 
review  recommendations  made  and 
shall  submit  them  in  writing  to  the 
Director,  Bineau  of  Prisons. 

(d)  The  Director  of  Research,  Central 
Office,  may  exercise  the  authority  of  a 
required  research  committee  and  make  a 
recommendation  to  the  Director,  Bureau 
of  Prisons  on  a  research  proposal  under 
an  expedited  review  process  when  in 
the  judgment  of  the  Director  of 
Research,  Central  Office,  the  research 


proposal  is  determined  to  meet  the 
minimal  risk  standard  and  the  research; 

(1)  Neither  manipulates  the  subject's 
behavior  nor  involves  stress  to  the 
subject; 

(2)  Does  not  involve  a  medioal 
procedure;  and 

(3)  Is  not  of  a  sensitive' nature. 

When  the  Director  of  Research,  Central 
Office,  determines  that  an  expedited 
review  process  is  appropriate,  he /she 
shall  document  in  writing  the  reasons 
for  this  determination. 

(e)  The  Director,  Bureau  of  Prisons, 
has  final  authority  to  approve  or 
disapprove  all  research  proposals.  This 
authority  may  not  be  delegated. 

(f)  The  Director,  Bureau  of  Prisons 
shall  notify  in  writing  the  involved 
region(s),  institution(s),  and  the 
prospective  researchet  of  the  final 
decision  on  a  research  proposal. 

(g)  An  applicant  may  submit  a 
preliminary  research  proposal  for  ^ 
review  by  staff.  Staff  response  to  the 
preliminary  proposal  does  not  constitute 
a  final  decision. 

§  512.15  Institution  rules. 

A  researcher  shall  observe  the  rules  of 
the  institution  or  office  in  which  the 
research  is  conducted.  Staff  of  the 
responsible  institution  or  office  shall 
inform  the  researcher  of  the  local  rules. 

§  512.16  Incentives. 

Incentives  may  be  provided,  but  are 
restricted  to  soft  drinks  and  snacks 
given  at  the  test  setting. 

§  512.17  Access  to  Bureau  of  Prisons 
records. 

(a]  Employees  (includes  consultants) 
of  the  Bureau  of  Msons  who  are 
conducting  authorized  research  projects 
shall  have  access  to  those  records  which 
relate  to  the  subject  and  are  necessary 
to  purpose  of  the  research  project 
without  having  to  obtain  Jthe  subject's 
consent. 

(b)  A  non-employee  of  the  Bureau  of 
Prisons  is  limited  in  access  to 
information  available  imder  the 
Freedom  of  Information  Act  (6  U.S.C. 
552). 

§  512.18  Informed  consent 

(a)  Before  commencing  a  research 
project  requiring  participation  by  staff 
or  inmates,  the  researcher  shall  give 
each  participant  a  written  Informed 
Consent  Statement  containing  the 
following  information: 

(1)  A  statement  that  participation  is 
completely  voluntary  and  that  the 
participant  may  withdraw  consent  and 
end  participation  in  the  project  at  any 
time  without  penalty  or  prejudice; 

(2)  A  statement  that  participation  in 
the  research  project  will  have  no  effect 


on  the  inmate  participant's  release  date 
or  parole  eligibility; 

(3)  Identification  of  the  resaarcher(s); 

(4)  Objectives  of  the  research  project; 

(5)  Procedures  to  be  followed  in  the 
conduct  of  researdi; 

(6)  Purpose  of  each  procedure; 

(7)  Anticipated  uses  of  the  results  of 

the  research;  '  i 

(8)  A  statement  of  benefits  reasonably 
to  be  expected; 

(9)  A  declaration  concerning 
discomfort  and  risk,  including  a 
description  of  anticipated  discomfort 
and  risk; 

(10)  An  offer  to  answer  questions 
about  the  research  project;  and 

(11)  Appropriate  additional 
information  as  needed  to  describe 
adequately  the  nature  and  risks  of  the 
research. 

(b)  A  researcher  who  is  employee  of 
the  Bureau  of  Prisons  shall  add  to  the 
Informed  Consent  Statement  a , : 
statement  of  the  authority  under  which 
the  research  is  conducted. 

(c)  A  researcher  who  is  an  employee 
of  the  Bureau  of  Prisons  shall  obtain  the 
subject's  signature  on  the  statement  of 
informed  consent  in  each  of  the 
following  circumstances: 

(1)  If  the  activity  of  the  subject 
requires  something  other  than 
responding  to  a  questionnaire  or 
interview:  or 

(2)  If  the  Director  of  Research 
determines  the  research  project  or  data- 
collection  instrument  is  of  a  sensitive 
natiu«. 

(d)  A  researcher  who  is  a  non¬ 
employee  of  the  Bureau  of  Prisons  shall 
obtain  the  subject's  signature  on  the 
statement  of  informed  consent  prior  to 
initiation  of  the  research  activity.  The 
signed  statement  shall  be  submitted  to 
the  appropriate  research  committee. 

§  512.19  Monitoring  approved  research 
projects. 

(a)  The  researcher  shall  notify  the 
appropriate  Research  Committee  of  all 
planned  methodological  changes  in  a 
research  project.  If  the  Research 
Committee  considers  the  change  to  be 
significant,  the  Committee  shall  obtain 
written  approval  ffom  the  Director  of 
Research,  Central  Office,  prior  to 
authorizing  the  implementation  of  the 
change. 

(b)  The  Institution  Research 
Committee  shall  monitor  all  research 
conducted  at  the  institution  and  report 
any  violations  of  research  policy  to  the 
Warden,  the  Regional  Director,  and  the 
Director  of  Research,  Central  Office. 

(c)  The  Central  Office  Research 
Committee  or,  where  appropriate,  a 
Regional  Office  Research  Committee 
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shall  (1)  monitor  all  research  projects 
which  are  not  conducted  at  an 
institution,  and/or  (2)  perform  a 
coordinating  function  for  other  projects 
(e.g.  research  conducted  between 
regions,  or  Bureau-wide).  The  Regional 
or  Central  Office  Research  Committee 
shall  report  any  violations  of  research 
policy,  through  the  Director  of  Research, 
Central  Offlce,  to  the  Director,  Bureau  of 
Prisons. 

(d)  The  Director,  Bureau  of  Prisons, 
may  suspend  or  terminate  a  research  , 
project  if  it  is  believed  that  the  project 
violates  research  policy  or  that  its 
continuation  may  prove  detrimental  to 
the  inmate  population,  to  the  sta^,  or  to 
the  orderly  operation  of  the  institution. 

§  512.20  Reports. 

At  least  once  a  year,  the  researcher 
shall  provide  the  Director  of  Research, 
Central  Office,  with  an  original  and  five 
copies  of  a  report  on  the  progress  of  the 
research. 

Within  10  days  after  preparation  of 
the  report  of  findings,  the  researcher 
shall  distribute  at  least  one  copy  of  the 
report  of  findings  to  each  of  the 


following:  the  Director  of  Research, 
Central  Office;  the  Regional  Director, 
the  Regional  Research  Administrator, 
and  the  Warden(s)  and  chairperson(s)  of 
the  research  committee  at  institutions 
which  provided  data  or  assistance.  The 
researcher  shall  include  an  abstract  in 
the  report  of  findings. 

§  512.21  Publication  of  results  of  research 
project 

(a)  A  researcher  may  publish  in  book 
form  and  in  professional  journals  the 
results  of  a  research  project  conducted 
under  this  rule. 

(1)  On  publication  of  results,  the 
researcher  shall  acknowledge  the 
Bureau  of  Prisons  participation  in  the 
research  project. 

(2)  The  researcher  shall  expressly 
disclaim  approval  or  endorsement  of  the 
published  material  as  an  expression  of 
the  policies  or  views  of  the  Bureau  of 
Prisons. 

(b)  Prior  to  publication  of  the  results 
of  a  research  project  conducted  under 
this  rule,  the  researcher  shall  provide  six 
copies  of  the  material  accepted  for 
publication,  for  informational  purposes 


only,  to  the  Director  of  Research  in  the 
Central  Office  of  the  Bureau  of  Prisons. 

§  512.22  Copyright  provisions.  ' 

(a)  An  employee  (includes  consultant) 
of  the  Bureau  of  Prisons  may  not 
copyright  a  work  prepared  as  a  part  of 
his  or  her  official  duties. 

(b)  Subject  to  a  royalty-b«e,  non¬ 
exclusive  and  irrevocable  license,  which 
the  Bureau  of  Prisons  reserves,  to 
reproduce,  publish.'and  translate  and 
otherwise  to  use  and  to  authorize  others 
to  publish  and  use  such  materials,  a 
non-employee  may  copyright  original 
materials  developed  as  a  result- of 
research  conducted  under  this  rule. 

(c)  As  a  precondition  to  the  conduct  of 
research  under  this  rule,  a  non-employee 
shall  grant  in  writing  to  the  Bureau  of 
Prisons  a  royalty-fi-ee,  non-exclusive, 
and  irrevocable  license  to  reproduce, 
publish,  translate  and  otherwise  to  use 
and  to  authorize  others  to  publish  and 
use  original  materials  developed  as  a 
result  of  research  conducted  under  this 
rule. 
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